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stevens.tinll@epa.gov; Dlaz.Sonclla.David@.epa.pr, kdvl~ 

Fandmc Solll'H aadlor Sponsor: US Enviro""""'tal Plo«ction Ageocy l!t1~rt~J~Ural F<deral 
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Sndy Coatod telcphoao number: (919) 966-6257 (Michael Madden) 
Sndy Co••••• email: madden. micbael@epa.gov 

What ID tome CSJKral tbinp )'OU should know about [S!f!I'Sh7 
Research is designed to gain scientific infonnation thnt m•y help other people in the future. You 
may nos rooeivc any direct bencfil from participating. There also mcy be risks. 

You may refuse to take part in researclL 

Decaib are discussed below. It is imponant 1hal you understand thiJ intonnation so 1hal you can 
malte on informed cboice. You will be giYOn a copy ofth.s OOIISCfll fonn. You should ask the 
restaJcllcn named abo>-e. or sWf members .. 11o may..,;., thetn. lily questioos you have aboul 
this .,udy II lily time. 

What h !he pu!])05e oftbis soecimeo npaslrory or "'blobagk?" 
Researth with blood, ti....e, cells or body fluids (specimens) can help resean:bers understand 
how the human body wodts. Rese=h can also answer other qucstiono by using specimens. 
Rcsearehm may develop new tests to fmd diseases, or new ways to treat diseases. In the future. 
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.....,.,..h may help to develop oew products, such as drugll. Specimens arc commooly used for 
genetic research. Somet:imcs rc'searchcrs collt<;t and .store many s:pocimens tog:etber and use 
them for different kinds of ~earch. or share them with other scientists; this is called a specimen 
repository or "biobank." 

All specimens for this study will be labeled with your stwly subject number lllat does not include 
persooai identification infoanation and wiU be stored in a repository 10vhere onJy project 
members will ha\l'e access to the specimens. ·rbere is a need to store specimens in such a 
repository because this will be an ongoing study where specimens from subjects will be collected 
over an extended period of time. Storing of specimens allows for aU spociroens to be processed 
at the same time. 

It also makes it possible to keep any remaining specimens in our biobank indefinitely and allows 
our scientists tbe opportunity to further study these spcdmcns with as yet unknown que$tiOn$ 
and techniques. Research studies and questions in which the specimens may be used have not 
yet been determined. These studies may involve genetic research. Genetic research is about 
finding the specific locatlon of genes, learning how genes work, and investigating relationships 
between a oertain gene and <the environment or people's habits and diets.. aod diffetent diseases. 

How will tM meeimens be coUecte4! 
Your specimens will be collected doting the research study listed on the fllS1 page of this 
consent. No additional specimens will be collected from you. 

Wkat will ltappen to the specimeru? 
Study specimens will be slOred in a secure room with restricted access at the U.S. Environmental 
Protection Agency Human Studies Facility located in Chapel Hill, North Carolina. The 
specimen will be prepared, labeled with the study subject identilication number, and stored 
indefinitely in a freezer for future testing under 11/B# 07-1768, 1/tposirory for Storage of Human 
Specimens. Names of subjects l>SSociated with ID numbers will be archived and locked; only 
medical and scientific personnel directly associated with this study will have access to this 
iofoanation. No personal identifying in!onnation will be attached to the biologic fluid specimen. 
Portions of the specimen may be shared v.itb reseaz:chers at other scientific institutions, however, 
only coded specimens- wjj) tc S«nl and the investigator witl employ .a data usc agreement. Under 
no circum~ianCCS will any identifying information be sent along with specimens. The decision to 
destroy the specimens may be made by the-invcstigalor or by you if you notify the invest@. tor in 
writing that you no longer want the SpeCimens stored. 

What are the 1)95sible benefits to yog? 
Benefits to you arc unlik.ely. Research is designed to benefit society by gaining new knowledge. 
You will not benefit personally from having your specimens stored in this biobanl<. 

What are the pgssible risks or discomforts involved with the w:e of your spe-dmens? 
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Risk of brc:ocb of coolidcnriality is minimal. You "ill be assigned a srudy number "ilicb will be 

uxd fw data- no< your name. The study number is all that ,.iJJ be en~A:nld into computer 
databuts.. All ~r files which. may contain your name or screcnJna number are secure in 
locked file cabinets in the EPA buildina ..ruch has limited ~•24 houtVday. A numeric 
coding system will be used to ea.sur<: that you cannot be dir<ctly identified from the specimens 
alone. Jfwe collect generic infonnatioo from lhe s.to~ specimens, there is also a potential risk 
for some of your relatives and other members of y()W' ethnic group, since they share some of 
your genetic makeup. 
Will tltsq be •ny (;9!1 to y9! (9[ !!C)p&e of tbe tpeciment? 
There will be ooenst 10 you for tbe •ton&• and useoftbe specimens for research p<upOS<S. 

Will J0J1 rmivf gyt&jp• for tlte ute of vo•r specimeJU? 
You ,.iJJ no< receive any additiotlal oompensatioo for having your speeimens stored in this 

biobank. 

Wbo O'ft'PI tbe .soscjmeat? 
Afty blood, body fluids, cell or tissuo specimens oblained for the purpose of this study beoome 
the exclusive property of The U.S. Environmental Protection AgCiley and ,.iJI be storod under 
IR.B¥ 07-1768, Repository for Slorug• of Human Sp.cimen<. The researchers may retain, 
preocrvc or dispose of theoe specimens and may ..., these specimens for researe~ that may result 
in cocnmc:rcial applications. 'T'htn are no plan$ to coc:npensare you (or any futwe coa:unerc:ial 
we of ibex spccimcm. 

De wW fMI!' privacy be DrotsstrdT 
You will be assigned a study ide:ntiflcatioa number. Names of subjccu associated with lD 
numbers will be a.."Chived and loeked; only medical and scientific persoMel associated with this 
study wil1 ba~c: access to 1his inronnation. No pcrsonaJ identifying information will be anached 
and/or recorded in the data Jog s})eets. biologic specimens, or electronic dnta sets. No subjects 
will be identified in any repon or publicotion about this study. Although every effon " i ll be 
made to keep research record$ private, there may be· times wh¢11 federal or state law requires the 
disclosure of such records, ineludina peroonal infonnation. This is very unlikely, but if 
dioclosure is t\'tr required, the U.S. llnvironmenal Protection Agency lind UNC-Chapel Hill 
will take steps allowable by Law to protect the privacy of personal information. In some c:oses. 
your infonnation in this research Stucly could be reviewed by repraentathu of the Uni>·.,.ity, 
rcseatcb SjXlll50!'S. or government aaencies for purposes such as quality control nr safery. 

Study specimens will be storod in a ""'ure room with rtStricted access. The wr.ple ,.iJI be 
preporod and stored indefinit<ly ·in a freezer for future testing. Portions of the 3lle<:imcns may be 

shared with researchers at olhtr scientific institutions:~ hO\o\>ever, only coded spc:cimens will be 
sent. Under oo circumstances will any idcmtifying infonnadon be sent along with specimens to 
outside investigators. All medical records get>erated during this study will be kept in the medical 
records office at the EPA Human Studies Facility. The Medical Station is locked when not 
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attended by study staff, and tbc: EPA Human Studies Pacility has limited access to authorized 
individuals only, 24 hours/day for 7 days/week. 

If genetic information_ is obtained from yoW' stored specimens. A FederaJ Law called the Genetic 
Information Nondiscrimination Act (GINA) generally nnakcs it illegal for health insurance 
companies, group health plans, and most employers to discriminate against you based on your 
genetic information. GINA does not protect you against genetic discrimination by companies 
that seU iife insurance, disabilit)• in.sur"--lCC, or long-ten:n care insurance. OfNA also does not 
protect you against discrimination based on an already--diagnosed genetic condition or disease. 

Will m earcbcn seek approval from vou to do futu.re stu.diet invol~·ing the spsc:imco;!6? 
By signing this consent form. you are gjving your permission for researchers to use your 
specimens as described above. Cunent and future research is overseen by a comminee called lhe 
Institutional Review Board (IRB). The role of the !RB is to protect the rights and welfare of 
research participants. In some eases. the tRB may require that you be re-contacted and asked for 
your consent to use your specimens in a specific research study. You have the right, at tbat 
futurt:· time. not to participate in any research study for which your consent is sought. Refusal to 
participate will not affect your medical care or result in IO!is of beoeJlts to which you are entitled. 

Will you receive results from ra-earch iavolving your spedmens? 
Most research \\ith your specimens is not expected to yield new information that would be 
meaningful to share with you pecsonalJy. There arc no plans to re-contact yo-u or other subjects 
with infonnation ahout =cb iTtliults. 

Can yot withdraw tlte specimens from t)!e ~:esearsh rmository? 
lf you decide that you no longer wish for the specimens to be stored, you should contact the 
researchers on the front ~e of this form. It is best 10 make your request in writing. 

Any analysis in pn1gress at the· time of your request or already performed prior to your request 
being received by the re:sea.r:cher will continue to be used as part of the research study. Once the 
researchers have been notitied, your remaining .specimens would be destroyed. If you do not 
make such a request, the specimens may be stored forever. The researchers may choose to 
destroy the specimens at any time. 

What w.iU b.snpm ifyoane injured by thj~ nz..earcb ? 
All fonns of human health re!$e81:Ch involve some risk of injury or ilJness. Despite our high level 
of precaution. you may develop an injury or illness due to participating in this study. If you 
develop an injury or illness dete<:mined by an appointed US EPA physician to be due to your 
participation in this research, the US EPA will reimburse your medical expenses to treat the 
injury or illness up to $5000. Jf you befieve your injury or illness was due to a lack of reasonable 
care or other negligent action, you bave d1e right to pu:rsu( legal remedy. The federal Tort 
Claims Act, 28 U.S.C. 2671 eL Seq., provides for money damages against the United States 
when personal injury or property loss results from the neg}igent or wrongful act or omission of 
any employee of the EPA while acting within the scope of his or her employment. Signing this 
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consent form does not v.'aive any of your legal rights or release the investigator. the sponsor, the 
institution, or its agents from liability for negligence. 

If a resoarch related injtu)l or illness <lCCutS, you should contact !he Director of the EPA 
NHEERL Human Research Protocol Office at (919) 966·6217. 

Who is spoasoring tbis resurc,b? 
This researeh is funded by lhe United States Environmental Protection Agency. Several of lhe 
investigators including the Principal Investigator are federal employees. The researcherS do not, 
however. ba\'e a direct financ.ial interest in the final results of the study. 

What if you have qHS'tions about this reseal'(:b? 
You have the right to ask, aod have answered, any questions you may have about this researcll. If 
you have questions. you sbould contact lhe researchers listed on the fust page of this form. 

What if' vou have gtWtioru Abo•t vour rigbfs as a resersh ;subiect? 
AU res-...arclt on human volunteers is reviewod by a conunittee lhat V.'Otks to protect your rights 
and -welfare. lfyou have questions or e¢ncems about your rights as a research subject you may 
oonta<:t, anonymously if you wish, the Institutional Review Board at 919·966·3113 or by e-mail 
to IR8 _ subjects@Wic.edu. You may also contact the Director of lhe EPA NHEERL Hwnan 
Research Protoool Office Bl 919-966-6217. 
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Title of stu.dy: Cardiopulmonary Responses to Exposure to Ozone and Diesel Exhaust wi'h 
Moderate Exercise in Healthy Adults 

Principle investigator: Tina S1evens, PhD 

Subject's Agreement: 

I have read the information provided above. I have asked all the questions I have at this time. I 
volw1tarily agree to participate. I agree to my specimen(s) being stored with the identifying 
code(s). 

Signature of Research Subject Date 

Printed Name of Research Subject 

Signature of Research Team Member Obtaining Consent Date 

Printed Name of Research Team Member Obtaining C-Onsent 
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